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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1, 2, 4, and 12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by U.S. Patent No. 3,683,993 ("Mansfield"). 

Mansfield discloses an electro-medical system comprising a container including 
an electrical device therein (metal case 3 forms a sealed conductive enclosure about a 
pulse generating circuit; see col. 2, lines 12-34) and a porous first covering over the 
container (pacer support 1 is a fabric body made from relatively open machine knitted, 
polyester mesh; see col. 1 , lines 34-56 and col. 2, line 63 - col. 3, line 38), wherein the 
porous first covering includes a porous communication to the container (since the fabric 
body receives and holds the metal case 3 while permitting the exterior of the package to 
serve as a return electrode for the pulse generating circuit as disclosed at col. 1 , lines 
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38-42, Examiner considers the fabric to include a "porous communication to the 
container"). 

With respect to claim 2, Mansfield discloses that the support may be formed of a 
porous polyester (polyester fiber mesh; see col. 2, lines 67-68). 

With respect to claim 4, Examiner considers the container (metal case 3) to be 
completely covered in the porous covering (see for example, col. 4, lines 22-23, which 
discloses that the porous fabric substantially totally encloses the housing). 

With respect to claim 12, the container houses a cardiac pacemaker. 

3. Claims 1,4, 10, and 12-14 are rejected under 35 U.S. C. 102(b) as being 
anticipated by U.S. Patent No. 5,433,730 ("Alt"). 

Alt discloses an electro-medical system comprising a container including an 
electrical device therein (metallic can 38) and a porous first covering over the container 
(pouch 55 comprises a woven net or mesh; see col. 12, lines 6-23), wherein the porous 
first covering includes a porous communication to the container (since the pouch 
enhances the electrical properties of the metallic can, Examiner considers the fabric to 
include a "porous communication to the container"). 

With respect to claim 4, Examiner considers the container (metallic can 38) to be 
completely covered in the porous covering (see, for example Fig. 6). 

With respect to claim 10, Alt discloses that the system may include a plurality of 
leads (transvenous lead 36 as discussed at col. 11, lines 42-55 and extension lead 60 
as discussed at col. 12, lines 27-61). 
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With respect to claim 12, the container houses a cardiac pacemaker (see col. 
11, lines 24-41). 

With respect to claims 13-14, the container houses a monitor for sensing cardiac 
electrical activity, which necessarily includes monitoring heart rate, and/or other 
physiologic parameters (see col. 1 1 , lines 24-41). 

4. Claims 1-2, 4, 16-17, and 19-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent No. 5,755,762 ("Bush"). 

Bush discloses an electro-medical system comprising a container (non-electrode 
portions of the lead are electrically insulated with an insulator 34, 35, 36, 37, which may 
be silicone rubber, polyurethane, or nonporous fluoropolymer tubing located between 
the conductor and beneath the porous covering 10; see col. 5, lines 43-67. Examiner 
considers this tubing to be "a container.") including an electrical device therein 
(Examiner considers the conductor to be "an electrical device;" see Fig. 2) and a porous 
first covering over the container (continuous porous covering 10), wherein the porous 
first covering includes a porous communication to the container (the pore size is chosen 
to be small enough to discourage tissue ingrowth but large enough that current can be 
delivered through the covering when the pores are filled with body fluid; see col. 3, lines 
10-16). 

With respect to claims 2 and 17, Bush discloses that the porous tubular covering 
may be made of various materials, including fluoropolymer, polyester, polyurethane, 
and PTFE (see col. 6, lines 1-13). 
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With respect to claim 4, Examiner considers the container to be completely 
covered in the porous covering (see, for example Fig. 2). 

With respect to claim 16, Bush discloses a lead including a lead proximal end, a 
lead body, and a distal end including an electrode (electrodes 16 and 20), wherein lead 
includes a porous covering (continuous porous covering 10) that includes a porous 
communication to the lead, and wherein the porous covering includes a pore structure 
that repels in vivo fibrotic tissue ingrowth (the pore size is chosen to be small enough to 
discourage tissue ingrowth but large enough that current can be delivered through the 
covering when the pores are filled with body fluid; see col. 3, lines 10-16). 

With respect to claims 19-20, Bush discloses a dielectric coating over at least 
one of the proximal end and the lead body (non-electrode portions of the lead are 
electrically insulated with an insulator 34, 35, 36, 37, which may be silicone rubber, 
polyurethane, or nonporous fluoropolymer tubing located between the conductors and 
beneath the porous covering 10; see col. 5, lines 43-67). 

With respect to claim 21, Bush discloses that lead 12 may be one of a plurality of 
leads (see col. 2, line 66 - col. 3, line 2). 

5. Claims 1-3, 5-11, and 16-21 are rejected under 35 U.S.C. 102(e) as being 
anticipated by U.S. Patent No. 6,704,604 ("Soukop et al."). 

Soukop et al. discloses a system and method for selectively promoting tissue 
ingrowth on, or adjacent to, an implantable medical device utilizing a layer or porous 
PTFE tubing or tape, with the pores having a pore size to either selectively prevent 
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substantially all tissue in-growth and/or selectively promote tissue in-growth at 
predetermined locations (see Abstract). Soukop et al. discloses that the disclosed 
invention may be utilized on the enclosure/can of an implantable medical device (see 
col. 8, lines 1-10), which necessarily includes an electrical device housed therein. 
Because the layer(s) are porous, body fluids that are retained within the pores allow 
these layers to conduct electricity when the lead is implanted (see col. 5, lines 45-50). 

With respect to claims 2 and 17, Soukop et al. discloses that the porous covering 
is constructed from porous PTFE. 

With respect to claims 3, 5-7, 11, 16, Soukop et al. discloses a lead (i.e., leads 
600 and 604 of Fig. 6) having a distal end including an electrode/coil (electrodes 602 
and 604). Soukop et al. discloses several embodiments, including embodiments in 
which the electrode/coil is covered with a porous second covering (see, for example, 
col. 7, lines 8-65) and embodiments in which portions of the lead body itself is covered 
with a porous second coating (see, for example, col. 5, line 7 - col. 6, line 59). In each 
embodiment, one of the porous layers has a pore size to prevent substantially all tissue 
in-growth (i.e., layer 308 of Figs. 3 and 4 and the inner layer disposed around the 
defibrillation electrodes). 

With respect to claims 8-9 and 19-20, Soukop et al. discloses that the lead may 
include a dielectric coating over the proximal end (see col. 6, lines 9-43). The dielectric 
coating may be formed of silicone or other biomedical materials. 

With respect to claims 10 and 21, Soukop et al. discloses that the system further 
includes a plurality of leads (i.e., leads 600 and 604 of Fig. 6). 
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With respect to claim 18, Soukop et al. discloses that the disclosed invention may 
be utilized on the enclosure/can of an implantable medical device (see col. 8, lines 1- 
10). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 3, 5-11, and 13-14, 16-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 3,683,993 ("Mansfield") in view of U.S. Patent No. 
5,755,762 ("Bush"). 

As discussed above, Mansfield discloses an electro-medical system comprising a 
pacer housing (metal case 3 forms a sealed conductive enclosure about a pulse 
generating circuit; see col. 2, lines 12-34) having a porous first covering over the 
housing (pacer support 1 is a fabric body made from relatively open machine knitted, 
polyester mesh; see col. 1, lines 34-56 and col. 2, line 63 - col. 3, line 38). The 
disclosed system further includes a lead coupled to the container (lead 17), the lead 
including a distal end electrode (21). Mansfield fails to disclose that the electrode is 
covered with a porous second covering. Bush discloses a lead including a distal end 
electrode (electrode 16) that includes a porous second covering for discouraging tissue 
in-growth (continuous porous covering 10 covers both lead body 14 and electrode 16; 
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see col. 3, lines 3-23). It would have been obvious to one having ordinary skill in the art 
at the time of applicant's invention to substitute the lead (17) of Mansfield for the lead 
disclosed in Bush in which the lead body and the distal end electrode are covered with a 
porous second covering in order to utilize a lead which prevents tissue in-growth on or 
around the lead body and the distal electrode. 

With respect to claim 5, Bush discloses that electrode 16 may be of any 
defibrillation or pacing electrode construction as known in the art, including coils (see 
col. 3, lines 16-23). 

With respect to claims 8-9 and 19-20, Bush discloses a dielectric coating over at 
least one of the proximal end and the lead body (non-electrode portions of the lead are 
electrically insulated with an insulator 34, 35, 36, 37, which may be silicone rubber, 
polyurethane, or nonporous fluoropolymer tubing located between the conductors and 
beneath the porous covering 10; see col. 5, lines 43-67). 

With respect to claims 10 and 21, Bush discloses that lead 12 may be one of a 
plurality of leads (see col. 2, line 66 - col. 3, line 2). 

With respect to claims 1 1 and 17, Bush discloses that the porous tubular 
covering may be made of various materials, including fluoropolymer, polyester, 
polyurethane, and PTFE (see col. 6, lines 1-13). 

With respect to claims 13-14, Mansfield discloses that the container (metal case 
3) houses a cardiac pacemaker (see col. 11, lines 24-41). Mansfield fails to specifically 
disclose that the pacemaker may also function as a monitor, such as a monitor for 
monitoring heart rate or blood pressure. Examiner takes Official Notice that it is well 
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known in the art for pacemakers to include monitoring functionality, including means for 
monitoring blood pressure, temperature, oxygen, heart rate, respiration, etc... It would 
have been obvious to one having ordinary skill in the art at the time of applicant's 
invention to modify the pacemaker of Mansfield to include monitoring functionality as is 
well known in the art in order to provide more physiological pacing therapy, or in order 
to record such monitoring health data for later review by a physician. 

8. Claims 15 and 22-23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. Patent No. 3,683,993 ("Mansfield") in view of U.S. Patent No. 5,562,715 
("Czura et al."). 

As discussed above, Mansfield discloses an electro-medical system comprising a 
pacer housing (metal case 3 forms a sealed conductive enclosure about a pulse 
generating circuit; see col. 2, lines 12-34) having a porous first covering over the 
housing (pacer support 1 is a fabric body made from relatively open machine knitted, 
polyester mesh; see col. 1 , lines 34-56 and col. 2, line 63 - col. 3, line 38). Mansfield 
discloses that the fabric body receives and holds the metal case 3 while permitting the 
exterior of the package to serve as a return electrode for the pulse generating circuit 
(see col. 1 , lines 38-42). Mansfield fails to disclose a dielectric coating over the metallic 
can, and a passageway through the dielectric coating to form an exposed portion of the 
container. Czura et al. teaches that both unipolar and bipolar stimulation are known in 
the art, and one may be preferable to the other in many cases (see col. 1, lines 9-67). 
Czura et al. teaches a pacemaker (10), the housing of which is constructed of a 
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conductive material (see col. 3, line 65- coL 4, line 3) coated with a dielectric material 
such as silicone rubber or paralene (see col. 4, lines 4-11). Detachable tabs (28) are 
provided on each side of the pacemaker in order to allow a physician to selectively 
expose a portion of the casing to serve as an indifferent electrode when it is desirable 
for the device to pace in a unipolar mode (see, for example, col. 3, lines 3-11). It would 
have been obvious to one having ordinary skill in the art at the time of applicant's 
invention to modify the pacemaker system of Mansfield such that the metallic can has a 
dielectric coating and detachable tabs for selectively exposing a portion of the can to 
serve as an indifferent electrode as taught by Czura et al. in order to enable the 
pacemaker system to operate in either a unipolar or bipolar mode, depending upon 
which stimulation mode is preferable. 

With respect to claim 23, Mansfield discloses that the support may be formed of 
a porous polyester (polyester fiber mesh; see col. 2, lines 67-68). 

9. Claims 24-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 3,683,993 ("Mansfield") in view of U.S. Patent No. U.S. Patent No. 
5,562,715 ("Czura et al."), as applied to claim 22 above, and further in view of U.S. 
Patent No. 5,755,762 ("Bush"). 

As discussed above, Mansfield discloses an electro-medical system comprising a 
pacer housing (metal case 3 forms a sealed conductive enclosure about a pulse 
generating circuit; see col. 2, lines 12-34) having a porous first covering over the 
housing (pacer support 1 is a fabric body made from relatively open machine knitted, 
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polyester mesh; see col. 1, lines 34-56 and col. 2, line 63 - col. 3, line 38). The 
disclosed system further includes a lead coupled to the container (lead 17), the lead 
including a distal end electrode (21). Mansfield fails to disclose that the electrode is 
covered with a porous second covering. Bush discloses a lead including a distal end 
electrode (electrode 16) that includes a porous second covering for discouraging tissue 
in-growth (continuous porous covering 10 covers both lead body 14 and electrode 16; 
see col. 3, lines 3-23). It would have been obvious to one having ordinary skill in the art 
at the time of applicant's invention to substitute the lead (17) of Mansfield for the lead 
disclosed in Bush in which the lead body and the distal end electrode are covered with a 
porous second covering in order to utilize a lead which prevents tissue in-growth on or 
around the lead body and the distal electrode. 



Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

U.S. Patent No. 5,090,422 (Dahl et al.) teaches a porous coating or enclosure for 
a defibrillation electrode that substantially prevents tissue in-growth. 

U.S. Patent No. 5,466,252 (Soukop et al.) teaches an implantable lead having a 
conductor (12) with a surrounding layer of dielectric material (14) and an additional 
coaxial, exterior later of porous PTFE (16). 
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U.S. Patent No. 5,609,622 (Soukop et al.) teaches an implantable electrode 
having a coiled conductor with a surrounding layer of electrically conductive polymeric 
material and an additional coaxial, exterior later of porous PTFE. 

U.S. Patent No. 5,931,862 (Carson) teaches a continuous sheath of porous 
PTFE for the outside of a lead body and the electrodes, wherein the pore size is chosen 
to discourage tissue ingrowth. Carson further teaches a wetting agent (30) applied to 
the porous plastic. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicole R. Kramer whose telephone number is 571-272- 
8792. The examiner can normally be reached on Monday through Friday, 8 a.m. to 
4:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
NRK 
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Tlmary Examiner 



